EEMREOTIOHE1LE
k22478300

THERREETER (B) £ B

RASME EEERBE TR
ERBBELEEEE R

BREEHa T vy arbe vy 7’ — R BES A FIA Lot

BERRRRAR ) 7R3 BB L IRAH 2 & RS oW T, SERR L 742 B 1 6 Rih e
HFER0216001 HR B M EEE &S D% I B E R A SRR [[ER R
ORGERFEABR B L ETRE FEIC OV T) KAV R T &1 & = AT

SR WRREM= 7' Vy va e v 77 b N ORBRBCEE LI & SR
TEARO R R EEOREIE T B2, IO L BV EEV A PSS Lol £ L
MELLOT, TRERCEEO L, ARPHICHZ2>TEELT 2 L5, BETFHER
o R U S ELE 2 fRE L E T,

R, KEROT L ESMEEERR, MO ITEE AEESER S S g
AAERRSERESRIR, REEGER - | VD TEL2EE. BN DX R BA5EN
BARERELTARRVEIE RIS ERE S AT B o L B LIk &

¥+ a4,
W EHRENS

228,75

‘%&_1'1

B
. lL,‘ _ g
1. BEBETAFTA20E, ARBRHBICEE LR TR BB OERO DRI B 40O
Emkﬁ#étw\ﬁﬁf@ﬁ%ﬁﬂﬁ%T@ﬁmﬁmﬁwf\ﬁ%ﬁﬁﬁﬁﬁ%&
TRTHDTHDIZ L,

2.$$§ﬁ4F?4vm\ﬁﬁﬁm%waﬂ%%ﬂﬁmﬁﬁ%%ﬁw%iﬁtﬁmf%
Lt%W?%D\%%WﬂﬁﬁWWﬁﬁgmmtrﬁﬁﬁﬁén\&ﬂéﬂéﬂ%%
DTHHZ L,



iy



1.

%]

3.

4.

wwﬁﬁm=VTVyVayty77v—b$ﬁﬁ4F?%V

1 Hf M

X%ﬁﬁJP?KVWMWmMm\%%&%2%%5%#%%7@$Twﬂﬁw¢nﬁm%m
xmﬁmﬁ¢émm%ﬂ@ﬁ&%~ﬁ%@ﬁ%ﬁ&@mﬁ@ﬁ%%(%ﬁmﬁﬁk%mﬁﬁﬁm
ws%)%&%IWMTW%%Wﬁﬁuz.&m%MﬁﬁkﬁﬁylltmﬁTéwm&&ﬂ@ﬁ
PETHEAN2 b DR+ 3, '

£ 592 & WW@Emﬂthyﬁa&tvffuhb(MQNmuF:Mmmm)

0587 % Wmmﬁm$v(mmananmmn

75 589 5 wwmﬁMfwb(mmN:—k:nmmm)

5 596 1 WWWEM?umhcmmNnmwmmmmn

603 5 KNI ¢ Lo (JMDN =— I : 36198003)

XTI A T 2

TGN A% 5 2 PEHer o RN I e T TrEBEL L CH
=2 = k. FERIE ) o --';-'fld%ﬁ‘mﬁﬂi'ali»}ﬁ’(:’ﬁllm.%"l'iﬂli&mLv:;l'lz—ﬁ%;f::c\ LOVEN P4 B
HIk,

BT A VT A2 Ct, HHITE Y 7= - THI 2 B sk M6 2 e - WUVCHARL, K o
?¥kTNMT6m$$&H$xm%MuEWMﬁ@%mwTWW%Wi;&mﬁLki&w;
& EOMEN. W L Bk ) Gk E s, - L

MEs, WHNE N %y T OISR Cdh - T GRLE ARG 2 Z b A2 oo n L Ioie L bt - igtmp,
MHH.%Hmm\MMﬁm\WﬁbmmmfRWMﬁMWﬁ&é%ﬁum‘%wmmwunh
CHEDAIEALI & 1T, SVPE. 179N W BP0 FELZ 19 LB B rh & it 5 o &
W AP vaig Bt

B 242 A A B A F o v & Y % M 5t VCMA B oy Y o

Q&A
WIS 3o AR o T o o EMNM L i85 Q&A & i






il

WHEERaY T Ly Y s ey ALt EIRTHENA K5

1. 5IARE
AEWHA FTA ik, TRROBMEIIEE (UT [BES Lvwi,) 2318715,

1.1

1.1.1
1.1.2
1.1.3

1.1.5
1.1.6
1.1.7
1.1.8
1.1.9

2
1.2.1

1.2.2
123

1.3

1.3.1

13.2

133

134

135

1.3.6

1.3.7

13.8

1.3.9

HREER BRI

ASTM F543, Standard Specification and Test Methods for Metallic Medical Bone SCREWS
ASTM F382, Standard Specification and Test Method for Metatlic Bone Plates

ASTM ¥384, Standard Specifications and Test Methods for Metallic Angled Orthopedic Fracture
Fixation Devices ‘ -
ISO 6475, Implants for surgery -- Metal bone screws with asymmetrical thread and spherical
under-surface -- Mechanical requirements and test methods

ISQ 9585, Implants for surgery — Determination of bending strength and stiffness of bone plates
JIS T 0309, SEFRAMESIOEHRRFIE '
JIST 0311, &EHER L OBRERECEE

JIST 0312, &RMEESHROMITRR kL

JIST 0313, &RREHEM&HOERITRE B

MRS

ik 15 622 A 13 BT EEFRE 0213001 SEASHEEEREETEEE SN (EXA
ROE () ERICHEREDZHT2WERBROEANE 2 FItonwT)

JIST 0993-1, ERER[ROLEMHFHIFLME-5E 1 5 : MR URR

ISO 10993-1~-18, Biological evaluation of medical devices — part 1 - 18

e

ASTM A276, Standard Specification for Stainless Steel Bars and Shapes

ASTMF67, Standard Specification for Unalloyed Titanium for Surgical Implant Applications (UNS
R50250, UNS R50400, UNS R50550, UNS R50700)

ASTM F136, Standard Specification for Wrought Titanium-6 Aluminum-4 Vanadium ELI (Extra Low
Interstitial) Alloy for Surgical Implant Applications (UNS R56401)

ASTM F138, Standard Specification for Wrought 18 Chromium-14 Nickel-2.5 Molybdenum
Stainle'ss Steel Bar and Wire for Surgical Implants (UNS 831673)

ASTM F139, Standard Specification for Wrought 18 Chromium-14 Nickel-2.5 Molybdenum
Stainless Steel Sheet and Strip for Surgical Implants (UNS §31673)

ASTM F621, Standard Specification for Stainless Steel Forgings for Surgical' Implants

ASTM F1314, Standard Specification for Wrought Nitrogen Strengthened 22 Chromium - 13 Nickel -
5 Manganese - 2.5 Molybdenum Stainless Steet Alloy Bar and Wire for Surgical Implants (UNS
$20910)

ASTM F1472, Standard Specification for Wrought Titanium -6 Aluminum -4 Vanadium Alloy for
Surgical Implant Applications (UNS R56400)

ISO 5832-1, Implants for surgery -- Metallic materials -- Part 1: Wrought stainless steel

1.3.10 ISO 5832-2, Implants for surgery -- Metallic materials -- Part 2: Unalloyed titanium



1.3.11 ISO 5832-3, Implants for surgery -- Metallic materials -- Part 3: Wrought titanium 6-aluminium
4-vanadium alloy !

1.3.12 ISO 5832-11, Implants for surgery -- Metallic materials -- Part 11: Wrought titanium &-aluminium
7-niobium alloy

1.3.13 JIS G4303, AT L AHERE

1.3.14 JISH4670, FF VRUTF & 58—

1.3.15 JIST 7401-1, #FA 75 VAFZ AHE-E1HF&

1316 JIST 74012, SHRA V7 Z 2 FRAF S VBB 2F IV 6TNI=V L 4-3F DDk
BB

1.3.17 JIST 74015, SFlA T VRAFH VHELESEF IV 6TV A 124784
iy

1.3.18 JIST 7403-1, #AF4 75 PRAGESE-F 1 AT VA

1.4 WE

141 gL 17 483 B 30 AFHTRAERTRES 0330001 BELEFBHEERRLFBERIGE - FRENH
MLREEN TEEEEER 4R M & Okl & 08 A EREEO— 2 BOE+ A HE0OMIFIcES B
K, ERESSOMESETER CRHETHE (GMP/QMS) IKEIERFRTETOHER UK
BACoVT] BAEBIAFENY T —ra AEHE

142 FRL104E3 A 31 BT ESEHE 353 SEAFBEERLZLRFERETERRES [oF LY
FEY A FHABE R 2R A A BEOREEDOBHRVMZ-OWTY

1.4.3 ISO 10993-7, Biological evaluation of medical devices -- Part 7: Ethylene oxide sterilization
residuals

. Ew
L 21 EEWHA FIAvTROLNAERADOESL. LTOEY THB,

2.2 AR S
221 EARBEER=2YFVvyarey 77T L—h
B LEXREESLTEET S L2 BN KREESICRY T ERT 2, TROT
FA2 Y 2— KBREESHAT - b ENEERRV LELSDETERT 54855,
222 FIARZYa—
BT OEEEECERES L2 B A KBRERERICERT 3. SRofNBER= L
yvarty P L—bEBERSD, |
223 KEREFRHASL—
KEEFEHTORINHEEZED., BITMAZIEA»bRET DD, KRFEFHO T
X PETRYATTERT 5, EROKREERAa Ty syl r— b LA
=h3,
224 HhREEAXRY
BITEOEEEECEEFLEZ BNICERTS, LROFHNBER= L yavey
F7L— P KBEHEEA S V- e RER S,

23 HE&
231 AVTLoarAI ) a—
SrAR7Ya—LifRAEh, BISEERTAZLEZEME LTERSHS,



232 KRBEERY vy

HABEAR LA SN, KREERF SO~y FEASRICHERT2 DR+ S -
EEEMELTEMENhS,

233 #HNEER} Y

HRBEERXOEEET 5 L ¥ BN E LTERShS,

3. fEREAY, ZHRESGEZNR

KEREFFOBIICH T2 BEXNESBAVE T &,

4. BE~OERER

FEWAA FIA L OBRBEOUABEER AT Ly vavey 77— hzonTiL, UL

FTORAKOWTFET S, 7272 L. B H SR REORIEI L > TR AR 55481,
BT ABAREE R L CRBOERPER TE S LD L35,

4.1

42

43

WEREY, {LFRSE

AR RTRHERAE L A SREIE 0 22\ [Fd :IéHi é’l?fﬁﬁ BHOWEM, (LRI ST
FHIT 5. Eie, BEE, LENEHICRER S AMETREADEAKI. FoTRE
BT % DOHEHE W TR T 5.

238, %ﬁ%@%wgmm:/fvzza/t/va*b«m&ﬁ#ﬁ%énrwéﬁ
MBHERIE 1 I2FRT, B 1 KBRS TORWESEICH-> Th AR R URSHE Y
AT EITLY, BIR1EREREEHE L AEORVETB LRATE 3,

e/l ey
TRk 15482 A 13 BT ERERE 0213001 SEANHE EESFATREEED (ER

FARE WA) ARERICLEREDFORRURROEANRELFICONT) 285

(2, JIS T0993-1 XX ISO10993-1 ICHEM L CREEIT 5, B, BEARROERBEER I 71
vy avky 7S — bDOERBRER STV S BRI 1 107,

A e o

UTOER W TEET 5,

221 HOEARERS (BREBERzv T Lryvart /7°7°1/— b BU 223 Hok
G [KEEFESATV— b B BEOBBMICE-3% 43,18, 432 EUL 434 5N D
B RRREBR LFMT D, 222 HOEFBRE (57227 ) a—) R 224 BHOEA
MRS TENEERR Y] i, MAORICESE 431 8, 43218, 433 TN 43.5 50
DEARBRERR LM T2, 2L, BERH AR HABIESIC Y - TRERTEETX 3
BEH. RS TORREHETT L TRROEESEB T b0L T3,

I HOMBE (27 Vyira AT Y a—] 1435 EIC L VEET 3, E7-. 2.32.

| HOKES (RREERY v v ) RU233 EOKBS TRNBERT v b k. SHER W

eI X 5T 3,

HIE A OFHERL. BFORIMCESERFHRIERICIRE L+, ideBoim
O T D ERIME RS & RS L EOBSIES L 75, 28, FHEERIC>WTIL,
TRICREENRS bOTIER, ,

HREMERR, RRBER. ATHE, V174800 PORBREGHT, BRI ES
TREXBRET D, . TORERROZ YL TAT S,



431 FOOENE AR
B 3SR oDV T, ASTM F384 34X JIS T 0313 DV ~-§*m=-u§m LT, Efgdhif 88 %47
v, fRREE X TR R RIE LT, EOEORSHE W TIEET 3,
432 FRYERTERGER
BRIz OV Tik, ASTM F384 UL JIS T 0313 OWFh iz ¥ L LT, SiFEsRRLfT
v, FEET L CRBROBEIET 35, FORE Lich A 2 MRS X 5 EETET 5,
433 FAh DhieiesR
‘ BIEESLIT DOV Tk, ASTM F543, 1SO 6475 XU JIS T 0311 DWW e L€, SRk
B s RBRETV, R M IBEEERREL T, EOHEOESEIT O W TFHMET 5.
43.4 THESEhTRER
- EEEMICOVVTHL, ASTM F382, IS09585 X iZ JIS T 0312 OV Fhac BEfL L <, diifak
© EFRIELT, TOEORYMETSVWTEFHET 5.
435 IV T Ly va CEETHIE
BEFMIZOWVWTH. BRBRETI a7y ia VEBBCR T 28BN ESE LR TS
HSEXRHIBEICHE, BREENLTEORROZSEEEET 2,
43.6 THHFERER -
43.1 YH~4.3.5 BT L SEBRICI 2 TG OSSO TS BRTILERD
ABESICHERTEMTIZ LN TES,

5. BREESG D ZERIIH
BEFHCHEESNIBERE. UTOFTHRZHLTHOLT D,

51 EREE '
W S TREEAKYE (SAL ) 10° 2R T 3,

52 BExFLAFYAL TR
TF LAY A Fﬁzﬁﬁumﬁbﬁ%ﬁzﬁ&oﬁﬂﬁﬁﬁ ISO 10993-7 it EE -
RAZBIRVWbO LTS, i, FR 104 3 A 31 B EIEESE 353 FEEFBEEE
RLRFEETERRED [=F v oA F VA FHAREICBIT 2BEN AREOREEDOR
O BWEDOWT] bBELTHILOLTS,

53 Ak
53.1 —kai& A
—aE., ERMCESICERROY Yy F—V 25T 2B ThB R HED0BRAS
BHEd D Z L AT E BE ORRY . BESUIRE P IS SEicRETE b0 L T5,
532 ZKREE
ZREEIT BREWC BEIRE PSR- ROELEINCRETE DI b0 LT3,

6. REHFHOEREE
6.1 FR
SERE 17 453 B 31 BATTERABARTEE 0331008 BEAHHE EXALRERIGE - Bx
Eem e [WIEESEIC BT 3 EESEORTFOBRBANMCOWT) RUF 20453 A 28
B £ EBGRIEE 0328003 S EAFBEEBFREREREN [ERBHBSE~D/S—~a—Fk
FOERICONWT) KESNTRRTS,



6.2

B cE

SRC174E3 B 10 BAHIZEATEE 0310003 BEASBEEESDEEEASH BN (£
AR O TR OREERIC OV T R 174 3 A 10 B 1T 3ER%EFE4E 0310001 BE/E
FWE ERARBEEMNRREN [ERESORMCEOTMEHIC > T RO 17
43 A 10 BHTERERSE 0310004 ZEEFEHEEERMBESX FRE M EFER0
O R _EORERRERIC OV T ICESEER Lol X2 MR RT3,



Mg (B5)

(JEREEIALFL AT SR D IA LA BE RS D XK TF)
- ISO 14630, Non-active surgical implants -General requirements
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- ISO 11135, Medical devices - Validation and rout control of ethylene oxide sterilization

+ IS0 11137, Sterilization of health care products -- Radiation

- ISO 10993-7, Biological evaluation of medical devices -- Part 7: Ethylene oxide sterilization residuals

- ISO 14160, Sterilization of single-use medical devices incorporating materials of animal origin --
Validation and routine control of sterilization by liquid chemical sterilants

« IS0 11607, Packaging for terminally sterilized medical devices

- AAMI/FDS-1 TIR 27, Sterilization of health care products - Radiation sterilization - Substantiation of
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* ASTMF67, Standard Specification for Unalloyed Titanium for Surgical Implaat
Applications (UNS R50250, UNS R50400, UNS R50550, UNS R50700)

» ISO 5832-2, Implants for surgery — Metallic materials -- Part 2: Unalloyed titanium
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FHA4E

- ASTM F136, Standard Specification for Wrought Titanium-6 Aluminam-4 Vanadium EL |
(Extra Low Interstitial) Alloy for Surgical Implant Applications (UNS R5640 1)

- ASTMF1472, Standard Specification for Wrought Titanium -6 Aluminum -4 Vanadium
Alloy for Surgical Implant Applications (UNS R56400)

- ISO 5832-3, Implants for surgery -- Metallic materials -- Part 3: Wrought titanium

" 6-aluminium 4-vanadium alloy

+ ISO 5832-11, Implants for surgery -- Metallic materials -- Part 11: Wrought titanium
6-aluminium 7-niobium alloy '

SIEEE

- ASTM A276, Standard Specification for Stainless Steel Bars and Shapes

* ASTM F138, Standard Specification for Wrought 18 Chromium-14 Nickel-2.5 .
Molybdenum Stainless Steel Bar and Wire for Surgical Implants (UNS S31673)

* ASTM F139, Standard Specification for Wrought 18 Chromium-14 Nickel-2.5
Molybdenum Stainiless Steel Sheet and Strip for Surgical Implants {(UNS s3 1673)

- ASTMF621, Standard Specification for Stainless Steel Forgings for Surgica'l Implants |

+ ASTM F1314, Standard Specification for Wrought Nitrogen Strengthened 22 Chromium
- 13 Nickel - 5 Manganese - 2.5 Molybdenum Stainless Steel Alloy Bar and Wire for
Surgical Implants (UNS S20910)

»ISO 5832-1, Implants for surgery -- Metallic materials -- Part 1: Wrought stainless steel

- JIS G4303, ATV LV AGREE
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